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the Accreditation Council for Graduate
Medical Education or the Royal Col-
lege of Physicians and Surgeons of
Canada or the Committee on Post-
Graduate Training of the American Os-
teopathic Association; and

(2) Pass an examination, adminis-
tered by diplomates of the specialty
board, that tests knowledge and com-
petence in radiation safety, radio-
nuclide handling, treatment planning,
quality assurance, and clinical use of
manual brachytherapy; or

(b)(1) Has completed a structured
educational program in basic radio-
nuclide handling techniques applicable
to the use of manual brachytherapy
sources that includes—

(i) 200 hours of classroom and labora-
tory training in the following areas—

(A) Radiation physics and instrumen-
tation;

(B) Radiation protection;

(C) Mathematics pertaining to the
use and measurement of radioactivity;
and

(D) Radiation biology; and

(ii) 500 hours of work experience,
under the supervision of an authorized
user who meets the requirements in
§§35.57, 35.490, or equivalent Agreement
State requirements at a medical insti-
tution, involving—

(A) Ordering, receiving, and unpack-
ing radioactive materials safely and
performing the related radiation sur-
veys;

(B) Checking survey meters for prop-
er operation;

(C) Preparing, implanting, and re-
moving brachytherapy sources;

(D) Maintaining running inventories
of material on hand;

(E) Using administrative controls to
prevent a medical event involving the
use of byproduct material;

(F) Using emergency procedures to
control byproduct material; and

(2) Has completed 3 years of super-
vised clinical experience in radiation
oncology, under an authorized user
who meets the requirements in §§35.57,
35.490, or equivalent Agreement State
requirements, as part of a formal train-
ing program approved by the Residency
Review Committee for Radiation On-
cology of the Accreditation Council for
Graduate Medical Education or the
Royal College of Physicians and Sur-

§35.491

geons of Canada or the Committee on
Postdoctoral Training of the American
Osteopathic Association. This experi-
ence may be obtained concurrently
with the supervised work experience
required by paragraph (b)(1)(ii) of this
section; and

(3) Has obtained written attestation,
signed by a preceptor authorized user
who meets the requirements in §§35.57,
35.490, or equivalent Agreement State
requirements, that the individual has
satisfactorily completed the require-
ments in paragraph (a)(l), or para-
graphs (b)(1) and (b)(2), of this section
and has achieved a level of competency
sufficient to function independently as
an authorized user of manual
brachytherapy sources for the medical
uses authorized under §35.400.

[67 FR 20370, Apr. 24, 2002, as amended at70
FR 16366, Mar. 30, 2005; 71 FR 15010, Mar. 27,
2006; 74 FR 33906, July 14, 2009]

§35.491 Training for ophthalmic use of
strontium-90.

Except as provided in §35.57, the 1li-
censee shall require the authorized
user of strontium-90 for ophthalmic ra-
diotherapy to be a physician who—

(a) Is an authorized user under §35.490
or equivalent Agreement State require-
ments; or

(b)(1) Has completed 24 hours of class-
room and laboratory training applica-
ble to the medical use of strontium-90
for ophthalmic radiotherapy. The
training must include—

(i) Radiation physics and instrumen-
tation;

(ii) Radiation protection;

(iii) Mathematics pertaining to the
use and measurement of radioactivity;
and

(iv) Radiation biology; and

(2) Supervised clinical training in
ophthalmic radiotherapy under the su-
pervision of an authorized user at a
medical institution, clinic, or private
practice that includes the use of stron-
tium-90 for the ophthalmic treatment
of five individuals. This supervised
clinical training must involve—

(i) Examination of each individual to
be treated;

(ii) Calculation of the dose to be ad-
ministered;

(iii) Administration of the dose; and
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§35.500

(iv) Follow up and review of each in-
dividual’s case history; and

(3) Has obtained written attestation,
signed by a preceptor authorized user
who meets the requirements in §§35.57,
35.490, 35.491, or equivalent Agreement
State requirements, that the individual
has satisfactorily completed the re-
quirements in paragraph (b) of this sec-
tion and has achieved a level of com-
petency sufficient to function inde-
pendently as an authorized user of
strontium-90 for ophthalmic use.

[67 FR 20370, Apr. 24, 2002, as amended at 68
FR 19326, Apr. 21, 2003; 71 FR 15011, Mar. 27,
2006; 74 FR 33906, July 14, 2009]

Subpart G—Sealed Sources for
Diagnosis

§35.500 Use of sealed sources for diag-
nosis.

A licensee shall use only sealed
sources for diagnostic medical uses as
approved in the Sealed Source and De-
vice Registry.

§35.590 Training for use of sealed
sources for diagnosis.

Except as provided in §35.57, the li-
censee shall require the authorized
user of a diagnostic sealed source for
use in a device authorized under §35.500
to be a physician, dentist, or podiatrist
who—

(a) Is certified by a specialty board
whose certification process includes all
of the requirements in paragraphs (b)
and (c) of this section and whose cer-
tification has been recognized by the
Commission or an Agreement State.
(The names of board certifications
which have been recognized by the
Commission or an Agreement State
will be posted on the NRC’s Web page.);
or

(b) Has completed 8 hours of class-
room and laboratory training in basic
radionuclide handling techniques spe-
cifically applicable to the use of the de-
vice. The training must include—

(1) Radiation physics and instrumen-
tation;

(2) Radiation protection;

(3) Mathematics pertaining to the use
and measurement of radioactivity; and

(4) Radiation biology; and
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(c) Has completed training in the use
of the device for the uses requested.

[67 FR 20370, Apr. 24, 2002, as amended at 70
FR 16366, Mar. 30, 2005]

Subpart H—Photon Emitting Re-
mote Afterloader Units, Tele-
therapy Units, and Gamma
lSjte_;eotclctic Radiosurgery
nits

§35.600 Use of a sealed source in a re-
mote afterloader unit, teletherapy
unit, or gamma  stereotactic
radiosurgery unit.

A licensee shall use sealed sources in
photon emitting remote afterloader
units, teletherapy units, or gamma
stereotactic radiosurgery units for
therapeutic medical uses:

(a) As approved in the Sealed Source
and Device Registry; or

(b) In research in accordance with an
active Investigational Device Exemp-
tion (IDE) application accepted by the
FDA provided the requirements of
§35.49(a) are met.

§35.604 Surveys of patients and
human research subjects treated
with a remote afterloader unit.

(a) Before releasing a patient or a
human research subject from licensee
control, a licensee shall survey the pa-
tient or the human research subject
and the remote afterloader unit with a
portable radiation detection survey in-
strument to confirm that the source(s)
has been removed from the patient or
human research subject and returned
to the safe shielded position.

(b) A licensee shall retain a record of
these surveys in accordance with
§35.2404.

§35.605 Installation, maintenance, ad-
justment, and repair.

(a) Only a person specifically licensed
by the Commission or an Agreement
State shall install, maintain, adjust, or
repair a remote afterloader unit, tele-
therapy unit, or gamma stereotactic
radiosurgery unit that involves work
on the source(s) shielding, the source(s)
driving unit, or other electronic or me-
chanical component that could expose
the source(s), reduce the shielding
around the source(s), or compromise
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